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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. 

I. Basis of the report 

sn*sre nCanne^ ,o «» Kp o« since C!K££SSSL" tSZEZ St"* 
Description, Pages 

1 " 14 as originally filed 

Claims, Numbers 

1 " 30 as originally filed 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)) 
U the language of publication of the international application (under Rule 48 3(b)) 

D Kle a 5T2\ 9 ndtVaT ,ati0n ** ** PUrP ° SeS ° f intem ^ional preliminary examination (under 

3 - ffi»SB«^ application, the 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form 

° ^?^l™w&VX£L°Z£ n V C££2 U °™ d °- "°< **« .he discos 

° Sin^Xlt^d 0rma,i0n fe00 ' ded oomputef "•***> *>«" * >«sn,ica, <° the wrttten sequence 
4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

6 - ° b^nK^oTtt^ - — ™* — -» ^ve 

6. Additional observations, if necessary: 



Form PCT/tPEA/409 (January 2004) 



INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/1B 03/01 41 6 



HI. Non-establishment of opinion with regard to noveity, inventive step and industrial app.icabi.ity 

" 233RK inventive step (to he non- 

□ the entire international application, 



IEI claims Nos. 29 and 30 with respect to industrial applicability 
because: 



□ 
□ 



see separate sheet 

SfifftaSS" C ' aimS N ° S - S ° inade ^ ate| y su PP°^d by the description that no meaningf ul opinion 

□ no international search report has been established for the said claims Nos 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

V " c^tlo^ noveity, inventive step or industriai app.icabiiity; 

1. Statement 

Novelty (N) Yes: Claims 17,22-24,27 

No: Claims 1 -1 6, 1 8-21 , 25, 26, 28-30 
Inventive step (IS) Y es: Claims 

No: Claims 1-30 
Industrial applicability (IA) Yes: Claims 1-28 

No: Claims 

2. Citations and explanations 
see separate sheet 
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Re Item III 

appHcab.nr ment °' OPin '° n WitH re9ard t0 nOVelty ' ' nVen,iVe St6P 8nd indUSt "' al 

Claims 29 a nd 30 relate to subject-matter considered by this Authority to be covered by 
«™T:T S , RUlS 671 W PCT - Conse «»^'ly. "0 opinion will be formulated X 
™W*m ten aPPKCabmV 01 ** SUbieCt - ma " er of ,hese 0,ai ™ (A-llole 

Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 

^T^'' CitatiOPS supporting such statement 

The following documents are referred to: 

D1 : US 6,306,436 B (cited in the application) 
D2: US 6,033,686 A 
D3: EP 1 020 184 A 

1 - Clarity 

!hL S t^tI r iT ^ e H deSCriptic ; n on ? a 9 e 6 ' 1*26 that the method of manufacturing 
the tablets , e. by dry granulation (see examples and claim 12) is essential for the 
definition of the invention. ™ 
Since independent claims 1 and 29 do not contain this feature it does not meet the 
requirement following from Article 6 PCT taken in combination with Rule 6 " C T 
that any independent Cairn must contain all the technical features essential o the 
definition of the invention. 

££S **! iea Z atter ° f °' aimS 1 and 29 merel V a ™""«s to stating (one of) the 
bupropion HCI * application, namely to provide stable tablets of 

2 - Novelty 

liZ^Tr^^^V: 01 ' °' C,arity notwithsta "*ng, the subjec,-ma«er 
of claims 1-1 6, 1 8-21 , 25, 26 and 28-30 is not new in the sense of Article 33(2) PCT 
2 - It is to be noted that the phrase "free of stabilizer" (claims 1 , 28 and 29) cannot be 

° aCC0Un y°: ,he **»"»•* <* -»«•*. The word "stabilize,* is a functional 
term which can only be read as a compound which stabilizes the tablet In the absence 
of any further definition this means that in fact any compound in a (stable) ablet couW 
be regarded as a "stabilizer, rendering the phrase "free of stabilizer"' as user in toe 
claims contradictory and meaningless. 

Furthermore, the tablets of the examples all contain stearic acid, which is a carboxylic 
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acid and hence a "stabilizer", judging from the list in the paragraph bridging pages 7 
and 8. 

3 - Document D1 (column 6, lines 34-48; examples; claims) discloses stable sustained 
release tablets of bupropion HCI which are "free from added acid". The tablets are 
prepared by direct compression. D1 is considered to preclude the novelty of claims 1-9 
29 and 30. 

4 - Document D2 (column 3, lines 30-39; examples; claims) discloses coated controlled 
release tablets of bupropion HCI, which are "free of stabilizer" but nevertheless stable 
Thus claims 1-5, 9-1 1 , 29 and 30 lack novelty over D2. 

5 - Document D3 (par. 9; par. 21-23; example 1 ; claims) discloses stable sustained 
release tablets comprising bupropion HCI, which are prepared by dry granulation. 
Though the tablets of D3 comprise sodium bisulfate as a stabilizer, as explained above 
the feature "free of stabilizer" (claims 1 , 28 and 29) cannot be seen as a distinguishing 
feature. Hence claims 1 -5, 9-1 6, 18-21, 25, 26 and 28-30 lack novelty over D3. 

6 - The subject-matter of claims 17, 22-24 and 27 appears to be novel. 

3 - Inventive Step 

1 - Lacking novelty, the subject-matter of claims 1-16, 18-21, 25, 26 and 28-30 cannot 
be seen as involving an inventive step (Article 33(3) PCT). 

2 - The incorporation of the additional features contained in dependent claims 17, 22-24 
and 27 into the corresponding independent claim does not result in subject-matter 
which would be considered as involving an inventive step, because said features are 
not described as being related to a particular technical effect and, therefore, represent 
only trivial modifications (Article 33(3) PCT). 

4 - Industri al Applicability 

The subject-matter of claims 1-28 is considered to meet the requirements of Article 
33(4) PCT (see also Item III above). 
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